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DETAILED ACTION 

This Office Action is responsive to Applicants response to Notice of Non- 
Compliant Amendment, filed 03/27/2008. Claims 1-15 are pending in the instant 
application; of which Claims 6, 12, 13, & 15 are currently amended. 

Information Disclosure Statement 

Applicants' information disclosure statement (IDS), filed on 07/05/2005 has been 
considered. Please refer to Applicants' copy of the 1449 submitted herein. 

Claim Rejections - 35 USC §§ 101 &112 

35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the 
conditions and requirements of this title. 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 1 -7 & 1 5 provide for the use of compounds of the formula I, but, since the 
claim does not set forth any steps involved in the method/process, it is unclear what 
method/process applicant is intending to encompass. A claim is indefinite where it 
merely recites a use without any active, positive steps delimiting how this use is actually 
practiced. 

Claims 1-7 & 15 are rejected under 35 U.S.C. § 101 because the claimed 
recitation of a use, without setting forth any steps involved in the process, results in an 
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improper definition of a process, i.e., results in a claim which is not a proper process 
claim under 35 U.S.C. § 101. See for example Ex parte Dunki, 153 USPQ 678 (Bd. 
App. 1967) and Clinical Products, Ltd. v. Brenner, 255 F. Supp. 131, 149 USPQ 475 
(D.D.C. 1966). 



Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 1 , 7, 8, 14 & 15 are rejected under 35 U.S.C. § 112, second paragraph, 
as being indefinite for failing to particularly point out and distinctly claim the subject 
matter which applicant regards as the invention. 

Claims 1 , 7 & 8 recite the language "derivatives" and the scope of this term is 
unclear, such that it fails to define the metes and bounds of its limitation. The term 
"derivatives" includes, among other things, isomers of the compounds according to 
Formula (I). Isomers are only required to have the same elements and ratios thereof, 
and therefore may or may not resemble the depicted structure of formula (I). For this 
reason, a comprehensive search cannot be made on the indefinite formula (I) because 
there are infinite combinations of elements in the generic formula (I). 

Claims 1 & 8 recite the language "including" in the definition of Hy and the scope 
of this term is unclear, such that it fails to define the metes and bounds of its limitation. 
For this reason, the scope of Hy is indefinite as it may or may not include other 
limitations besides the recited methyl, ethyl, chlorine, etc. 
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Claims 14 & 15 recite the language "damages caused by ischemia and 
reperfusion" and the scope of this term is unclear, such that it fails to define the metes 
and bounds of its limitation. There is no guidance to what is included or excluded from 
the term 'damages,' nor is there any guidance as to determine that the "damages" were 
in fact a result of ischemia or reperfusion. 



Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 1-9 & 11-15 are rejected under 35 U.S.C. 112, first paragraph, as failing 
to comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. 

Specifically, the compounds of formula I wherein A is any and/or all 5-6 
membered aromatic or heteroaromatic ring systems, optionally fused with a second ring 
to give a bicyclic structure moiety. In contrast to Applicants preferred embodiments of 
formula I wherein A = phenyl, pyrrole, indole, and 7-aza-indole, there are no working 
examples or synthetic procedures that would convey to one of skill in the art that 
Applicant had possession of compounds according to formula I wherein A is not equal 
to phenyl, pyrrole, indole, or 7-aza-indole. For product claims, the claim limitations will 
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define discrete physical structures, and although the generic term aryl comprehends a 
limited number of species, the species are patentably distinct. Those skilled in the art 
would recognize that all of the compounds characterized in the instant application are 
drawn to formula (I) wherein A = phenyl, pyrrole, indole, and 7-aza-indole; therefore, 
such an element would be considered essential or critical for the utility of the products. 
For this reason, Applicant's specification has not reasonably conveyed to those skilled 
in the art that the Applicant was in possession of the entire scope for the claimed 
invention as of the date of the invention. 

Claims 13-15 are rejected under 35 U.S.C. § 112, first paragraph, because the 
specification, while enabling for a method of treatment of ischemia or reperfusion, does 
not reasonably provide enablement for prevention of ischemia or reperfusion. The 
specification does not enable any person skilled in the art to which it pertains, or with 
which it is most nearly connected, to make the invention commensurate in scope with 
these claims. 

The nature of the invention 
The nature of the invention is compounds and compositions of Formula I, the 
process for preparing these compounds, and methods of using these compounds. 
The state of the prior art and the predictability or lack thereof in the art 
The state of the prior art, namely pharmacological art, involves screening in vitro 
and in vivo to determine if the compounds exhibit desired pharmacological activities, 
which are then tested for their efficacy on human beings. There is no absolute 
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predictability even in view of the seemingly high level of skill in the art. The existence of 
these obstacles establishes that the contemporary knowledge in the art would prevent 
one of ordinary skill in the art from accepting any therapeutic regimen on its face. The 
instant claimed invention is highly unpredictable as discussed below. 

It is noted that the pharmaceutical art is unpredictable, requiring each 
embodiment to be individually assessed for physiological activity. In re Fisher, 427 F.2d 
833, 839, 166 USPQ 18 (CCPA 1970) indicates that the more unpredictable an area is, 
the more specific enablement is necessary in order to satisfy the statute. In the instant 
case, the claimed invention is highly unpredictable since one skilled in the art would 
recognize that a group of compounds and compositions may provide a treatment for 
ischemia or reperfusion, but it does not mean that the same group of compounds and 
compositions may prevent ischemia or reperfusion. 
The amount of direction or guidance present and the presence or absence of working 
examples 

There is no direction or guidance provided which supports Applicant's claimed 
method for the prevention of ischemia or reperfusion as indicated. The direction or 
guidance present in Applicants' Specification for a method of using the compounds and 
compositions of Formula I to treat clinical conditions of ischemia or reperfusion is found 
on pages 14-17 of the specification. 

The breadth of the claims, quantity of experimentation, and level of skill in the art 

Claims 13-15 are drawn to "...use in the prevention or treatment..." In order to 
prevent a disease, one would need to precisely identify those subjects likely to acquire 
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such a disease, administer Applicant's claimed invention, and then demonstrate that if 
the identified subject did not develop the disease, such an effect was the direct result of 
administration of the claimed invention. 

Because of the aforementioned reasons, a person of skill in the art could not 
practice the claimed invention herein, or a person of skill in the art could practice the 
claimed invention herein only with undue experimentation and with no assurance of 
success. Deleting the word "prevention" in Claims 13-15, (as well as the indefinite term 
"damages caused by") can overcome this rejection. 

Claim Objections 

Claims 7 & 10 are objected to because of the following informalities: said claim 
recites a list of species which should be separated by a comma or semicolon wherein 
the last two species should be separated by a comma or semicolon and the word - - and 
- -. Appropriate correction is required. 

Claim 8 is objected to because of the following informalities: the term "2- 
arylacetic acid compounds" is not depictive of the structure, which is not an acetic acid. 
Appropriate correction is required. 

Claim 10 is objected to as being dependent upon a rejected base, but would be 
allowable if rewritten in independent form including all of the limitations of the base 
claim and any intervening claims. 
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Claim 10 is objected to because of the following informalities: the last species 
may be missing a space: -acetylmethanesulphonamide versus -acetyl 
methanesulphonamide. When typed into ChemDraw software, the two alternatives give 
two different structures, see below. Appropriate correction is required. 

[l-methyl-5-(4-methylbenzoyl)-lH-pyrrol-2-yl]ace1ylmethanesulphonamide 




[l-methyl-5-(4-methylbenzoyl)-lH-pyrrol-2-yl]acetyl methanesulphonamide 
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Telephone Inquiry 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Jason M. Nolan, Ph.D. whose telephone number is 
(571) 272-4356 and electronic mail is Jason. Nolan@uspto.qov. The examiner can 
normally be reached on Mon - Fri (9:00 - 5:30PM). If attempts to reach the examiner by 
telephone are unsuccessful, the examiner's supervisor, Joseph M c Kane can be 
reached on (571) 272-0699. The fax phone number for the organization where this 
application or proceeding is assigned is 571-273-8300. Information regarding the status 
of an application may be obtained from the Patent Application Information Retrieval 
(PAIR) system. Status information for published applications may be obtained from 
either Private PAIR or Public PAIR. Status information for unpublished applications is 
available through Private PAIR only. For more information about the PAIR system, see 
http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 

/Jason M. Nolan, Ph.D./ 

Examiner, Art Unit 1626 

/Joseph K. McKane/ 

Supervisory Patent Examiner, Art Unit 1626 



